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DETAILED ACTION 

Claim Rejections - 35 USC §102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis for 
the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

2. Claims 1-2, 9-12, 14-15exa are rejected under 35 U.S.C. 102(a) as being anticipated by 
Amschlinger et al. WO 01/60699. 

Examiner notes reference is made to Amschlinger et al. US 6,868,978 for an English translation. 

Amschlinger '978 teaches an elastomer closure part (14), a clamp part (3), a cover part (2) 
comprising a segment (defined by weakend lines (I) and hinge (34)) attached by a frangible link (I), a 
sealing ridge (21 ). The segment is sufficiently detached from the remainder of the cover to allow the 
cover to be removed. This removal of the cover, after tearing and pulling, is read to be the "thereby allow 
access" in the second to last line of claim 1 . In other words, the claim is broadly worded such that the 
cover need not remain on the vial in order for the claim limitation to be met. 

Regarding claim 9, the reference teaches "plastically deformable aluminum" in column 3, line 19, 
which is read to comprise "moldable plastics material" as metal is known to have a plastic range. 

Regarding claim 1 1, the connection between the connection between flange (3') and container 
rim (7) is read to be a snap fit, as the metal could snap over the annular rim (7). 

Claim Rejections - 35 USC §103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 102 
of this title, if the differences between the subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made to a person having ordinary skill in the art 
to which said subject matter pertains. Patentability shall not be negatived by the manner in which the invention was 
made. 
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4. Claims 5-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over Amschlinger et al. 
WO 01/60699 in view of Burns US 5,699,923. 

Amschlinger '978 teaches all limitations substantially as claimed, but fails to teach the closure 
part being upwardly convex. 

Burns '923 teaches it is known to form closure parts upwardly convex, such as in figure 1 1 , and 
teaches, in column 6, lines 43-48, that the benefit therein is to direct a bodily fluid away from the center of 
the sealing element. 

It would have been obvious to one having ordinary skill in the art at the time the invention was 
made to modify the shape of the closure part of Amschlinger '978, forming it to be upwardly convex as 
taught by Burns '923, motivated by the benefit of directing fluids away from the center. A change in form 
or shape is generally recognized as being within the level of ordinary skill in the art, absent any showing 
of unexpected results. In re Dailey et al., 149 USPQ 47. 

Regarding claim 6, the clamp part has an opening therein (22), through which the convex portion 
would inherently bulge. The snap-fit is read to be the curl (3') of the clamping part, which snaps over the 
vial rim (4), as shown in figure 6 for example. 

5. Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Amschlinger et al. WO 
01/60699. 

Amschlinger '978 teaches all limitations substantially as claimed, but fails to teach the upper part 
being formed of a thermoplastic elastomer. The reference simply teaches plastic. 

It would have been obvious to one having ordinary skill in the art at the time the invention was 
made to form the cover of a thermoplastic elastomer motivated by the benefit of forming it from a ductile 
resilient and inexpensive material. It has been held to be within the general skill of a worker in the art to 
select a known material on the basis of its suitability for the intended use as a matter of obvious design 
choice. In re Leshin, 125 USPQ 416. 
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6. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Amschlinger et al. WO 
01/60699 in view of Py US 6,604,561 . 

Amschlinger '978 teaches all limitations substantially as claimed, but fails to teach filling the 
container with a needle piercing the stopper, and then sealing the opening with residual heat. 

Py '561 teaches a method of filling a vial with a medication, in which a needle pierces a stopper, 
and then such opening is sealed upon removal of the needle with residual heat. In column 3, lines 19-28, 
the reference teaches the method is more sanitary, as the filling occurs after sealing. 

It would have been obvious to one having ordinary skill in the art at the time the invention was 
made to modify the method of filling the container of Amschlinger '978, filling the container with a needle 
piercing the stopper, and then sealing the opening with residual heat, as taught by Py '561, motivated by 
the benefit of maintaining a higher level of sterility. 

Allowable Subject Matter 

7. Claims 3-4, 7, and 17 are objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base claim and any 
intervening claims. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to JAMES N. SMALLEY whose telephone number is (571)272-4547. The examiner can 
normally be reached on Monday - Friday 10 am - 7 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Anthony Stashick can be reached on (571 ) 272-4561 . The fax phone number for the organization where 
this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained from 
either Private PAIR or Public PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic Business Center (EBC) 
at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer Service Representative 
or access to the automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272- 
1000. 

/James N Smalley/ 
Examiner, Art Unit 3781 

/Anthony D Stashick/ 
Anthony D Stashick 

Supervisory Patent Examiner, Art Unit 3781 



